
DEPARTMENTOPEEALTEANDHUMAN SERVICE 

Foodandthug MmbWmtion 
Athfaoimmd 

August 3,2004 

Mr. Robert W. Maynard 
President and CEO 
Piedmont Hospital, Inc. 
Blood Thnsfusion Scnkc 
1968 P&m Road, NW. 
Atlanta,Ckorgia 30309 

. t WARNINGLEITER 
(04-ATLl8) 

lBe8rM.r. Maynd: 

An investigator from the Food ami Drug Administratioa (FDA) condti an inspection of 
youtbloodtransfirsionaeivice,~rtl%gP~Read,NW,Atlanta,~a,on 
April26-May7,2004 Them-ai n.uumoua significant davhtiuns i?om 
applicable cuxrent Good Maplufictmins Prwtice (CAMP) mgulations for blood and blood 
components, Title 21, coda of Feded Reguhtious (CF’R), Parts 211,606, and 640. The 
investigator documented tbasa &viatiw cm a Faan FDA-483 that was presented and 
discusscdwith mmagmmtattlwcmchdonofthe~on. Tbeviolationsdocum~ 
cause your blood pmducw to be wiukmt& within the meaniug of Section 501(@(2)(B) of 
theFodmaIFood,Drqg,andCosmsticAct(tbeAct). 

Thedeviationsincl~butarenotlimitedto,the #wowing: 

I) Your staff fallal to fobw procedures to expedite tramfrsion b lb-threatehg 
cmergedes, lnduding m&win&g complete doumentation Judylug the cmergeucy 
iction @l cIrR6OiL151@)aml21 CFR2211.1OO@)j. 

Specifically, from March 7 - 8,2004, your stafTrelcwcd five units of blood that wem 
~priortor#xivjog~~~gad/orcompadbilitytastragulcs~m~AnmaicanRed 
cfoss(ARC). Yourstaffmedtocomplatoanemergarcyfd~f;ormaccordingtotlle 
standard operating procedara (SOP) titled “urgent Rcqubmd for Blood.” 

2) Your hllity failed to estdish, maintain, and follow II procedure for reporting 
Biological Product Devlrtiou (BPDs) to the Cenbr for BMogics Ev&atfon and 
Research (CBER) [Zl CFR 606.17l]. 
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Specifically, your stafT failed to notify CBER in a BPD Report of the emergency release of 
five units of blood prior to receiving antigen and/or compatibility test results. 

3) Transfusion service personnel do not have adequate training and experience to 
assure competent performance of UheSr ass@ed fhncdoas, and to -ure that the fiurl 
product hnr the safe@ pm&y, potency, idelitity ud effectivensos it purports or is 
represented to possess [Zl CFR 60620(b)]. 

Specifically, the FDA hvc~tigator’s nxkw of training reuxds for four blood bank 
techicians found that their blood bank competency amesma& bad not licun pc&xmcd 
amlually, alccding to the SOP t&d "Compctcncyat" Thedaksaftheirlast 
annual assessments wme 12AW2001,1/2W2002,5EU2OO2 & 7/21/2002, rwpectively. 

, 
4) Ifour staff failed to follow ~I$UMI SOPs, that indrde but are not kited to, 
investigating recipient reactions, compitibility test@, and distribut+n of blood 
rad blood ~mponcnts for - (21 CFR 211.100(b)]. 

SpccticaUy, your tmsfbsioa servkc Wed to follow yuur SOP tided uSeatinel Event 
Reportillg%thattha~ofRi8k~ and the vice Ruident of Patient 
Advocacy wcrc not infbrmod d 4/19/04 and 4/26/04 mspectivoly, of a possiilc hemolytic 
tmnsfusicbn @6&y which occumd in ymr h&W on 3AMM. 

5) Your staff failed to mafntah records eoncarrcntly w&b the performance of each 
significant step in the compatibfIfQ~~&g, ?torrge and d&tributlon of each unit of 
blood and blood components so that all steps can be dearly tncod ~2lCF’R 606.160], 
in thrrt: 

2) The antigen test mod h&d td hcIude the tech&au’s hiti& and the 
&tcthatthotectingwwpeffcumecl. 

. 
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6) Your fac#,ity fdkd to maintain the following rectmls as required by 21 CFR 
606.16qb): 

a) Compatibility tegt records that accompany units xeceivcd fium ARC, which 
docunmt the cmmmakb rtmhs, donor number, technician idcatification, donor 
and recipimt blood type & Rh. 

b) Rcfcrcnce Laboratory In&m Reports, whkh document re&ts of testing that were 
performed (antibody ID), type of units issued, and compatibility results. 

WC acknowledge receipt of your letta dated May 27,2004, submitted to this officu in 
response to the Form FDA-483, addrdng the obsavatio~ and stating the corrective actions 
e&r taken or to be taken. 

Please send your response to James c. MacLalighltin, comptiance of&r, at the address noted 
intbelW 

Mary H. w&ske 
DidritiDirector 
AtlaIltaDi&ict 

. . 


